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Pal International Ltd
Bilton Way
Lutterworth

LE17 4JA

United Kingdom

03 November 2023

Notified Body Confirmation Letter
Reference: EU2023-607/720023

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate
surveillance in the framework of Regulation (EU) 2023/607 amending Regulations (EU)
2017/745 and (EU) 2017 /746 as regards the transitional provisions for certain medical
devices and in vitro diagnostic medical devices

This letter confirms that, BSI Group The Netherlands B.V., a Notified Body (NB) designated against
Regulation (EU) 2017/745 (MDR) and identified by the number 2797 on NANDO, has received a formal
application in accordance with Section 4.3, first subparagraph of Annex VII of MDR and has signed a
written agreement in accordance with Section 4.3, second subparagraph of Annex VII of MDR with the
following manufacturer:

Pal International Ltd
Bilton Way
Lutterworth

LE17 4]A

United Kingdom

SRN Number (if available): GB-MF-000028371

The devices covered by the formal application and the written agreement mentioned above are identified in
the Tables below. Table 1 identifies the devices for which an MDR application has been received, written
agreement concluded and for which the NB is also responsible for appropriate surveillance of the
corresponding devices under the applicable Directive. Table 2 identifies the devices for which an MDR
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application has been received and a written agreement concluded, but the NB has not yet taken the
responsibility for appropriate surveillance of the corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive
93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without having been
withdrawn, this letter also confirms that the manufacturer signed the written agreement under MDR by the
date of MDD/AIMDD certificate expiry; or provided evidence that a competent authority of a Member State
had granted a derogation or exemption from the applicable conformity assessment procedure in
accordance with Article 59(1) of MDR or Article 97(1) of the MDR respectively, by the 20 Mar 2023 for the
relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s
continued compliance to the other conditions specified in Article 120.3c of MDR (as amended by (EU)
2023/607), are shown below:

26 May 2026 for Class III custom-made implantable devices

31 December 2027 for Class III devices and Class IIb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors)

31 December 2028 for other Class IIb devices, Class I1a, Class I devices placed on the market in
sterile condition or have a measuring function

31 December 2028 for devices not requiring the involvement of a notified body under MDD but
requiring it under MDR (e.g., class I devices that qualify as re-usable surgical instruments)

On behalf of BSI Group The Netherlands B.V.,
- R
Qw \W

Graeme Tunbridge
Senior Vice President, Medical Devices
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Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate
survelllance of the corresponding devices under the applicable Directive:

" Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application

| If the MDR deviceis a
| substitute device,

| identification of the

| corresponding

| MDD/AIMDD Certificate
| Reference(s) of the

| devices under MDR

| application, and the NB

stage) MDD/AIMDD device | Identification
Disinfectant Wipes ' Class IIa N/A | Certificate: CE 533716
(5025254QMPO06SIE) | NB: 2797 BSI NL
"Chlorine Disinfectant ~ Class Ila Y7 " Certificate: CE 533716
Wipes | NB: 2797 BSI NL
(5025254M2127DU) :
Alcohol Disinfectant Class Ila I N/A | Certificate: CE 533716
Wipes | NB: 2797 BSI NL
(502524M2029DT) ’
Ethanol Disinfectant Class Ila N/A ' Certificate: CE 533716

Wipes

NB: 2797 BSI NL

(5025254M2130DH,
5025254QMP0059JD) ‘
' Device 5 " Choose an item. | 'N/A' or Identification of the = Certificate #1; NB# Certificate
| corresponding device under #2; NB #
' MDD/AIMDD -
' N/A - Device did not require a |
. Notified Body certificate under |
Directives |
' Device 6 1 Egz_ogge an item. | 'N/A’ or Identification of the Certificate #1 ; NB# Certificate |
. corresponding device under #2: NB #
| MDD/AIMDD & ;
N/A - Device did not require a
Notified Body certificate under
Directives
- Device 7 - 'N/A’ or Identification of the

| Choose an item.

- corresponding device under
MDD/AIMDD

. Certificate #1; NB# Certificate
| #2; NB # |

or

| N/A - Device did not require a

| Notified Body certificate under

| Directives ‘
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Device name or Basic
UDI-DI (under MDR

MDR Device classification
(as proposed by the

. If the MDR device is a
. substitute device,

MDD/AIMDD Certificate
Reference(s) of the

application) manufacturer and verified identification of the devices under MDR
at the pre-application . corresponding application, and the NB
stage) . MDD/AIMDD device | Identification
. Device 8 Choose an item. . 'N/A” or Identification of the Certificate #1; NB# Certificate
- corresponding device under #2; NB #
- MDD/AIMDD
or
N/A - Device did not requirea |
- Notified Body certificate under
| Directives 3
Device 9 Choose an item. ‘N/A’ or Identification of the . Certificate #1; NB# Certificate
corresponding device under C#2; NB #
MDD/AIMDD ' B
N/A - Device did not require a
- Notified Body certificate under
Directives
‘Device 10 Choose an item. | 'N/A' or Identification of the  Certificate #1; NB# Certificate

| corresponding device under
| MDD/AIMDD

#2; NB #

or
N/A - Device did not require a
Notified Body certificate under

Directives

Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate
surveillance of the corresponding devices under the applicable Directive: N/A

Device name or Basic
UDI-DI (under MDR

MDR Device classification
(as proposed by the

| If the MDR device is a
| substitute device,

MDD/AIMDD Certificate

- Reference(s) of the

application) . manufacturer and verified | identification of the ' devices under MDR
. at the pre-application | corresponding application, and the NB
stage) | MDD/AIMDD device Identification
N/A Choose an item | N/A N/A
Device 2 " Choose an item. NJA' or Identification of the  Certificate #1; NB# Certificate
corresponding device under #2; NB # |
MDD/AIMDD
or |
N/A - Device did not requirea |
Notified Body certificate under |
Directives ;
] Choose an item. - "N/A’ or Identification of the | Certificate #1; NB# Certificate

Device 3

corresponding device under
- MDD/AIMDD

#2;NB #

Lor .
| N/A - Device did not require a |
| Notified Body certificate under
| Directives
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Device name or Basic
UDI-DI (under MDR

MDR Device classification
(as proposed by the

| If the MDR device is a

substitute device,

MDD/AIMDD Certificate
Reference(s) of the

| Choose an item.

corresponding device under

| MDD/AIMDD

~ application) manufacturer and verified | identification of the | devices under MDR
at the pre-application corresponding | application, and the NB
stage) MDD/AIMDD device | Identification
- Device 4 Choose an item. ‘N/A’ or Identification of the | Certificate #1; NB# Certificate
corresponding device under | #2; NB #
MDD/AIMDD
or
N/A - Device did not require a
Notified Body certificate under |
5 Directives !
Device 5 | Choose an item. | 'N/A’ or Identification of the Certificate #1; NB# Certificate
| corresponding device under #2; NB # i
| MDD/AIMDD
or
N/A - Device did not require a |
Notified Body certificate under
| Directives
| Device 6 | Choose an item. | *N/A’ or Identification of the Certificate #1; NB# Certificate |
! | corresponding device under #2: NB #
MDD/AIMDD
{ or |
N/A - Device did not require a
Notified Body certificate under
| Directives
Device 7 | Choose an item. ‘N/A" or Identification of the | Certificate #1; NB# Certificate
! corresponding device under #2; NB #
| MDD/AIMDD | B
| N/A - Device did not require a
| Notified Body certificate under
| Directives
Device 8 | Choose an item. - 'N/A" or Identification of the | Certificate #1; NB# Certificate
| | corresponding device under | #2; NB #
| MDD/AIMDD |
| | 8F
| N/A - Device did not require a
Notified Body certificate under
| Directives
| Device 9 | Choose an item. ‘N/A’ or Identification of the Certificate #1; NB# Certificate |
| corresponding device under - #2; NB #
MDD/AIMDD %
or
N/A - Device did not require a
Notified Body certificate under |
Directives
Device 10 ‘N/A" or Identification of the | Certificate #1; NB# Certificate

#2; NB #

or

| N/A - Device did not require a
| Notified Body certificate under
| Directives
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Confirmation Letter Revision History

Date Action

2023/11/03 Initial issue

YYYY/MM/DD Addition of device XYZ to the list

YYYY/MM/DD Removal of device XYZ to the list
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Fraducere din limba englezd

Pal International Ltd
Bilton Way
Lutterworth

LE17 43A

United Kingdom

03.11.2023

Scrisoare de Confirmare
Crganism Notificat
Referinta: EU2023~-607 /720023

Chtre ceil interesati,

Confirmarea statutului cereril oficiale, acordulul s<ris si urmérirea corespunzatoare in
cadru! Regulamentulul {UE) 26237607 ce modificad Regulamentele (VE)2017/745 si
{UE) 2017 /746 in ceea ce priveste prevederile tranzitorii pentru anumite dispozitive
medicale i dispozitivele medicale de diaghostic in vitro

Aceasta scrisoare confirma faptul c3, BSI Group The Netherlands B.V., un Qrganism Notificat (NB)
desemnat fatd de Regutamentul (EU) 2017/745 (MDR) si identificat cu nr. 2797 in NANDQ, a primit o
cerere oficiald conform Sectiunti 4.3, primul sub-paragraf din Anexa VII la MDR si a semnat un acord
scris fn conformitate cu Sectiunea 4.3, al dollea sub-paragraf din Anexa VII ia MDR cu urmatorul
producator:

Pal International Ltd
Bilton Way
Lutterworth

LE17 41A

Marea Britanie

Numar SRN (dach este disponibil): GB-MF-000028371

Dispozitivele acoperite de cererea oficiald si de acordul scris susmentionate sunt identificate in tabelele de
mai jos. Tabelul 1 identificd dispozitivele pentru care a fost primitd o cerere MDR, a fost incheiat un acord
scris gi pentru care NB este de asemenea responsabil cu urmérirea respectivelor dispozitive conform Directivei
aplicabile. Tabelul 2 identificd dispozitivele pentru care s-a primit o cerere MDR  si a fost semnat un acord
scris, insd NB nu si-a asumat incd responsabifitatea pentru urmdrirea corespunzitoare a respectivelor

dispozitive conform Direciivel aplicabile,

85I Group The Netherlands B.Y. bsigroup,com
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dispozitive conform Directivei aplicabile.

In cazul dispozitivelor acoperite de certificate emise conform Directivel 90/385/EEC (AIMDD} sau Directivei
93/42/EEC {MDD) care au expirat dup3 data de 26.05.2021 si inainte de 20.03.2023, fara a fi retrase,
aceastd scrisoare confirmi de asemenea <3 producitorul a semnat acordul seris conform MDR pand la data
expirdrii certificatului MDD/AIMDD; sau a prezentat o dovadd cum ca o autoritate competents a unui stat
membru a acordat o derogare sau o scutire de la procedura de evaluare conformitate aplicabild in
conformitate cu Articolul 53(1) din MDR sau respectiv Articolul 97(1) din MDR, pana la 20.03.2023 pentru
dispozitivele relevante.

Cronologia de tranztie ce se aplicd dispozitivelor acoperite de aceastd scrisoare, cu conditia ca
producitorul s3 respecte permanent celelalte conditii specificate Tn Articolul 120.3¢ din MDR (modificat
de (UE)2023/607), este prezentatd mai jos:

o 26.05.2026 pentru dispozitive implantabile fcute de comanda Clasa III

s 31,12.2027 pentru dispozitive implantabile Clasa 11t si Clasa I1b excluznd tehnologiile
consacrate (WET — suturi, capse, plombe dentare, aparate dentare, coroane dentare,
suruburi, pene, placi, fire, ace, cleme si conectori)

o 31.12.2028 pentru alte dispozitive Clasa IIb, Clasa Ia, Clasa I introduse pe piatd in conditii
nesterile sau avénd o functie de mdsurare

s 31.12.2028 pentru dispozitive care nu necesita implicarea unui organism netificat conform
MDD ins# care necesitd conform MDR {de ex., dispozitive dasa I care sunt considerate drept
instrumente chirurgicale reutilizabile)

Din partea BSI Group The Netherlands B.V,,

C\,.,M_._ \mc-u&/:

Graeme Tunbridge
Senior Vicepresedinte, Dispozitive Medicale
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Tabelul 1: Dispozitivele acoperite de aceastd scrisoare si pentru care NB este de asemenea
responsabil cu urmirirea corespunzitoare a respectivelor dispozitive conform Directivei

aplicabile:
’ Denumire dispozitiv ClasHicare dispozitiv MDR | Dacs dispozitivest Referingife Certificat
| sau UDI-DI de bazi {asa cum a fost propusa MBR este un HMDD/AIMDD pentru
{confarm cereri de producitor si verificatd | dispozitiv substiut, dispozitive conform
MDR) in stadiul de pre- identificarea cararii MDR g
solicitare} digpozitivului Identificares NB
MBD/ATMDD
corespunzitor
Saryetele . Clasa Ila N/A Certificate: CE 533716
dezinfectante N8: 2797 BSI NL
(5025254QMPCLGRIE)
’ Servetale ' Clasa [Ta A Certificate: CE 533716
i dezinfectante cu clor NB: 2797 BSI NL
! (5025254M2127DU)
! Servetele Clasa 1z N/A Certilftcate: CE 533716
i dezinfectante ca .
" alcool NB: 2797 BSI NL
E {502524M2022DT)
"§é'§étele ) " [ Clasa T2 Tiwea T | Certificate: CE 533716
. dezlinf
e ectante cu NB: 2797 BSI ML
{5025254M2130DH,
. 50252540MP0050ID) __
. Dispozitiv 5 "I sé va alege un articol WAL sau. . Identificarea Certificatul #1; NB#
. dispozitivulul coréspunzator Certificatul#2; NB'#
confarmMDD/AIMDD
NJA ~Dlspozitival mu &
necesrtat un certificat de laun
Organism . Notificat  conform
S . . Directivelor
Dispozitiv 6 Se Vo glege un articol: ‘N/A‘ sl Identfficerea Certificatul #1; NB#
dispozitivilui corespunziter Certificatul#2; NB #
! . genform MDD/AIMDD
; ay
MNfA . Dispozitvul nu &
necesxiat un ceslificat de la un
Organism  Notificat conform
I I Lo _ .. | Diecielor
Dispozitiv 7 Seva alege un' articol. WA csaw Identificarea | Cerlificabul #1; NBE
dlspozitivulili coraspunzitor | Certificatul#2; NB # i
conferm MDD/ATMDD i sau i
 N/A = Dispozitvil  nu ai ;
| necesitat un certificat de Ja un j
i Grganism Netificat “conform |
Lbirectivelor, I j
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Benumire dispozitiv Clasificave dispezitiv MDR | Dach dispozitivul . Referinti/e Certificat |
sau UBI-DI do bazd {asa cum a fost propusa MDR este un | MDD/JAIMDD pentru |
(conform cererii de producator st verificatd | disporitiv substitut, . dispozitive conform ;
MDR) n stadinl de pre- identificares © cererii MDR st i
solicitare) dispozitivaiul ! identificarea NB !

MDD/ATMDD !

corespunzakor :

Dispozitiv 8 sava slege un articol "N/A saur Fderdificarea " Certificatul #1; NB# :

disnozitivulul sorespunziitor Certificatul#2; NB #
conform MDD/AIMDD

sag ;
. Nf& ~— Dispozitvul nu a .

rtecesitat un certificat de la un
i Organlsm Notificat conform |
R - Directivelor ]
DISPQZIVJV 9 Se va alege un artgcg[ ‘N/A' sau  Identificarea Certi_ﬁgz_tul #1; NB#
dispozitivulul corespunziitor Certificatul#2; NB #
conform - MDD/ATMDD <2y
NfA - = Dispozitiul nu a
necesitat un certificat de la un |
: Organksm  -Notificat . confarma t
e e Directivelor ¢
* Dispozitiv 10 . Se v alege un articol. WA sau Ideﬁliﬂ;ama Certificatul #1; NBit :
! dispozitivulii corespenzior Certificatul#2; NB # :
i conform MDDJAIMDD sau
f N/A = Dispozitivul fu &
necesiat iin certificat de ta un |
% Organism _Notificat conform |
I Directivelor i

Tabelul 2: Dispozitivele af:opente de aceastd scrivoara si pentru care NB N este responsahﬂ
de supravegherea corespunzitoare a respeciivelor dispozitive conform Directivel aplicabile:

NJA
| Denumire dispoziiv | Clasificare dispozitiv MDR  Daci dispozitivul T Referintife Certificat
i gau UDI-DT de bazd {2sa cum a fost propusa MDR este un MDDfAIMDD pentru i
{conform cererii de producatoer gl verificatd  dispozitiv substitut, dispaozritive confoerm :
MDR) in stadiul de pre- identificarea cerarii MDR si {
solicitare) ' dispozitivului Identificarea NB H
MDD/AIMDD
| corespunzator
N/A Se va alege un articol. CN/A | NfA
Dispozitiv 2 %o va slege un attical, CNA U sal Identificarea | Certificatul #1; NB#
; dishozitivulut corespunzitor | Cerificatul¥#2; NB #
i conform MDD/ATMDD sau
§ N/A ~ Dispozittnd nu a
3 i nﬁcesttat uny certificat de la un
! ! Organism: -Notificat - conform ¢
o ) i : ..\ Directivelor §
' Dispozitiv 3 Se va alege ur articol, PN/A° sau  Identificarea | Certificatul #1; NB#
; : dispozitivilui corespunzitor | Certificatiul#2; NB # sau
| conform MDD/AIMDD P NAAC - Dispoziival nu a
5 © necesitat up certificat de la un
! Organism  Netificat  conform
i Directivelor
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“Denumire dispozitiv Clasificare dispozitiv MDR | Daci dispozitivul Referintife Cerifficat
szu UDI-DI da bazd (asa cum a fost propuss MDR este un MEBD/AIMDD pentru E
i {canform cererii de produciter §f verificat® | dispozitiv substitut, dispozitive conform E
MDR) in stadiul de pre- identificarea cererii MDR si !
solicitare) dispozitivuiui Identificarea NB i
MDD/AIMDD i
corespunzitor :
Dispazitiv 4 B2 va alege un anticol, 'N/A" sau Identificarea : Certificaty] #1; NB# !
dispozitivului | Certificatul#2; NB # sau
corespunzator conform { NJA — Dispozitivul nu a:
MDD/AIMDE i necesitat un certificat de la |
fun’ Organism  Notificat :
" conform Directivetor i
Bispoxmitivs | Sevaaese unertivol i NJA' sau Identificarea * Certificatul #1; NB# 1
disnpzithvulul corespunzator Ceriificatul#2; NB # sau |
wgfongm 5 N/A = Dispozitivul nu a-
MOD/AIMD necesitat.un certificat de la
un QOrganism - Notificat -
conform Directivelor
Ubispoitne | soveseseunarien, WA Sau dentificares | Certificatul #1; NB#
. rfis_nfnri_ﬁvului COrespunzator | Cartificatui#2: NB# sau |
! contorm 3 ;
; NfA — Dispozithad nu a
f MDB/ATMDD necesitat un certificat de la
: un  Organism = Notificat
% f conform Direciivelor
| Dispozitiv 7 : Sqw_algge-ga afticol. ‘NfA" sau Identificarea Certificatul #1; NB#
i ; disr}n?ifi#uldi' corespunzator | Certificatinl#2; NB # sau
: ! conform i .
; : . N/&_ — Dispozitivul nu - a
j MDB/AIMDD necesitat un certificat de la
' ! un-: Organism Notificat
i ! conform Directivelor
| Dispoxitvd | sevaalézeun antical. "N/A” sau Identificarea Certificatul #1; NB#
! dmnfngitivului CorespunzEtor | Certificatul#2; NB # sau
: conform e Biennibi '
i PRy N/A = Dispozitvil nu a
i :
MDD/AIMBD necesitat un certificat de fa ¢
un  Organism  Notificat |
conform Directivelor
- Dispozitiv 8 Sava alegaun arload, | /B sauIdentificarea | Certificatul .#.1; NB#
: - dispozitivulul corespunzator | Certificatul#2; NB # say
E&oglg(}i]nMDD N/A -~ Dispozitivul nu a |
necesitat un certificat de la
un: - Organism  Netificat
; conform Directivelor
bispozitv 10 o AS-E:';r;::k-ga un artleol, ¢ N/A'sau Identificarea (—:—eﬁ]ﬁcami #1 ;NB_# T
disn]pziﬁvului corespunzator | Certificatul #2; NB # sau
: canform PR
¢ “Onrory NfA-= Dispozitivul nu a
| MOD/ATMDD necesitat un certificat de la
un -Organism  Notificat
; conform Directivelor
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Istoric revizuire Scriscare de Confirmare

pata  Operstiunca

2023/11/03 ! Emlterea initial3

CANLUNAZL ' | AdBugare disporitiv XYZ in kst
CRRNGRAZTT T + Eliminare dispozitiv XVZ din fistd

e e e o o e e o e o e W OB R R ROR 3

Subsemnata DOMNITEI LILIANA, interpret i traducdtor awtorizat pentru limbile strdine: italiand, engiezd,
francezd, spaniold gi rusd, in temeiul Autorizafiei nr. 1804 din data de 19.09.2002, eliberatd de Ministerud
Justitiei din Romdinia, certific exactitatea treducerii efectuate din limba englezdi in limba romdnd si cd, prin
traducere, inscrisului nu i-au fost denaturate confinutil §i sensul.

INTERPRET ST TRADUCATOR AUTORIZAT

DOMNITEF LILIANA
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